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DETAILED ACTION 

Status of Claims 

Claims 22 and 23 are pending. Claims 19 and 21 are canceled and claims 22 
and 23 are newly added by the response, filed 5/15/2009. Claims 22 and 23 are under 
consideration. 

Withdrawn Rejection and Allowable Subject Matter 

The rejection of claim 21 , provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 11, 12, and 1 4 of 
copending Application No. 10/594,690, in the amendment filed 9/29/2008, as set forth in 
the Office Action, mailed 1/27/2009 (pp. 2-4), is withdrawn. 

Claim 19 was deemed allowable in the Office Action, mailed 1/27/2009 (p. 4). 
However, claim 19 is now canceled and the deemed allowable subject matter statement 
is therefore moot. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 22 and 23 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for: 
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A method of producing an antibody against PepT1 , wherein the method 
comprises the steps of: (a) immunizing a transgenic mouse with an immunogen 
comprising a budding baculovirus, wherein the baculovirus where expresses a PepT1 or 
a fragment thereof on the surface of the baculovirus , wherein the genome of the 
transgenic mouse comprises a gene encoding a baculovirus membrane protein gp64, 
and wherein the transgenic mouse expresses the baculovirus membrane protein gp64 
and has immunotolerance to gp64; and (b) recovering an antibody recognizing PepT1 
from the immunized transgenic mouse; and 

A method of producing an antibody against antigen, wherein the method 
comprises the steps of: (a) immunizing a transgenic mouse with an immunogen 
comprising a budding baculovirus, wherein the baculovirus where expresses an antigen 
or an epitope thereof on the surface of the baculovirus , wherein the genome of the 
transgenic mouse comprises a gene encoding a baculovirus membrane protein gp64, 
and wherein the transgenic mouse expresses the baculovirus membrane protein gp64 
and has immunotolerance to gp64; and (b) recovering an antibody recognizing the 
antigen or epitope thereof from the immunized transgenic mouse, does not reasonably 
provide enablement for 1 ) any virus other than a baculovirus; 2) a fraction of a virus; or 
3) a baculovirus that does not express PepT1 or the antigen on the surface of the 
baculovirus. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the invention 
commensurate in scope with these claims. 
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While determining whether a specification is enabling, one considers whether the 
claimed invention provides sufficient guidance to make or use the claimed invention, if 
not, whether an artisan would require undue experimentation to make and use the 
claimed invention and whether working examples have been provided. When 
determining whether a specification meets the enablement requirements, some of the 
factors that need to be analyzed are: the breadth of the claims, the nature of the 
invention, the state of the prior art, the level of one of ordinary skill, the level of 
predictability in the art, the amount of direction provided by the inventor, the existence of 
working examples, and whether the quantity of any necessary experimentation to make 
or use the invention based on the content of the disclosure is "undue". 

1 ) The breadth of the claims encompasses the use of any budding virus to 
immunize a transgenic mouse expressing a baculovirus gp64 membrane protein. 
The specification teaches that the production of antibodies to an antigen of interest 
using baculovirus expression systems expressing the antigen of interest is hindered by 
the presence of the baculovirus gp64 membrane protein. Baculovirus have an 
abundance of gp64 and gp64 in highly immunogen. Thus, the gp64 interferes with the 
specific production and isolation of antibodies to antigens of interest (p. 2, lines 2-25). 
To overcome this hindrance to antibody production, the inventors produced transgenic 
mice that express baculovirus gp64 membrane protein and thus are immunotolerant to 
the gp64 membrane protein. As a consequence, these mice can be immunized with 
baculovirus systems expressing antigens of interest and will not have the artifact of 
producing gp64 antibodies (p. 3, lines 1-7 of the specification). However, the claims are 
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drawn to the immunization of the gp64 transgenic mouse with any virus. The 
specification fails to teach any other viral expression systems that will work with the 
present invention. Further, the specification teaches the mechanism by which the 
instant method function is immunotolerance to the gp64 protein specific to baculovirus. 
Thus, another virus would not function in the instant invention because the system is 
tailored to the baculoviral expression systems. Therefore, the specification only enables 
the use of a budding baculovirus in the instant invention and does not enable the 
breadth of any virus. 

2) and 3) The claims recite the use of a fraction of a budding baculovirus to 
immunize the gp64 transgenic mouse. However, the specification fails to enable those 
of skill in the art at the time of filing to immunize the transgenic mouse with an 
immunogen comprising a fraction of the baculovirus as broadly claimed. The 
specification fails to teach how to introduce the target antigen in context of a fraction of 
a baculovirus. The specification fails to teach how to immunize without the target 
antigen being expressed by the baculovirus. The specification fails to teach how to 
introduce the target antigen expressed inside the baculoviral particle and not with the 
envelope proteins on the surface of the particle. If the target antigen is not expressed in 
context of baculovirus, then using the gp64 transgenic mouse is moot because the 
method can be performed with a wild-type mouse. If the target antigen is expressed 
inside the baculoviral particle but not displayed on the surface, the antigen would not 
induce an antibody response because the humoral immune system (for antibody 
production) would not have access to a target antigen. The specification fails to teach 
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how to immunize with a baculovirus expressing a non-membrane protein. Thus, it 
would have required those of skill undue experimentation to determine how to obtain 
antibodies against the target antigen. 

Therefore at the time of filing the skilled artisan would need to perform an undue 
amount of experimentation without a predictable degree of success to implement the 
invention as claimed. 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARCIA S. NOBLE whose telephone number is 
(571)272-5545. The examiner can normally be reached on M-F 9 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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